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510(k) Summary

Preparation Date: October 16, 2009 SEP 2 9 2010

Applicant/Sponsor: Biomet Biologics, Inc., P.O. Box 587, Warsaw, IN 46581
Contact Person: Lonnie Withamn
Proprietary Name: VortechTm Adipose Transfer System (VATS)
Common Name: Fat Concentration System
Classification Name: Suction'Lipoplasty System

MUU (21 CFR 878.5040)
Legally Marketed Devices To Which Substantial Equivalence Is Claimed:

K.072587 Cytori. AFT System-, Cytori Therapeutics, Inc.
K08 1848 Lipose F~at 'Transfer System, Lipose Corporation

Device Description:
The VATS System includes a disposable fat concentrator, reusable portable tabletop base unit, and
single-use piston syringes.

Intended Use:
The VortechTm Adipose Transfer System (VATS) is used in medical procedures involving the
harvesting and transferring of autologous fat tissue. The VATS System is used for concentrating
fat harvested with a legally marketed lipoplasty system. The VATS System. is intended for use in
the following surgical specialties when the concentration of adipose tissue is desired.

* Neurosurgery
e Gastrointestinal and Affiliated Organ Surgery
o Urological Surgery
* Plastic and Reconstructive Surgery
* General Surgery
o Orthopedic Surgery
* Gynecological Surgery
* Thoracic Surgery

* I aparoscopic Surgery

Summary, of Technologies:
The manufacturing methods, components and materials used for the VATS System have been
used in devices previous-cleared for commercial distribution.

Non-Clinical Testing: Non-clinical laboratory testing was performned to determiine substantia].
equivalence. The testing included verification that the output of the VortechT.m Adipose Transfer
System (VATS) is substantially equivalent to the ViafillTM System (Lipose Corp.) predicate devrice
by direct comparison. Test results for both percent volume reduction and percent cell viability show
that the VATS System is substantially equivalent to the ViafiliTM System, a currently marketed
predicate device. The results indicated that both devices were ffnctional within their intended use.

Clinical Testing: None provided as a basis -for substantial equivalence.

All trademarks are property of Biomet. Inc.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New H-ampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Biomet Biologics, LLC SEP29 2010
% Mr. Lonnie Witham
Regulatory Affairs Consultant

--56-Ei~LBeIFD-riv-e -----
P.O. Box 587
Warsaw, Indiana 4658 1-0587

Re: KI1001 14
Trade/Device Name: Vortech T m Adipose Transfer System (VATS)
Regulation Number: 21 CFR 878.5040
Regulation Name: Suction lipoplasty system
Regulatory Class: Class 1I
Product Code: MUU
Dated: August 30, 201 0
Received: August 31, 2010

Dear Mr. Witham:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application
(PMA). You may, therefore, market the device, subject to the general controls provisions of the
Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish fuirther announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

-If ydd~ d~esire specificadvice or yo idv~ norll5lhiuaih21CF Part 801), please
go to http://www.fda. gov/AboutFDA/CentersOffices/CDRHI/CDR1-Offices/ucm 115809 .htrn for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to prem~arket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda. gov/MedicalDevices/Safety/Repor-taProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 63 8-2041 or (3 01) 796-71 00 or at its Internet address
http://www.fda. gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic

And Re storative Devices
*Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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indications for Use

5510(k) Number (if kniown):- _________ SEP 2 9 2010

Device ,Name:

Indications for U se: Vortcchi;Ni Adipose Transfer.Systemn 'VATS)

The XVortclh11M Adipose Transfer System 'VAT- IS) is used. in miceal procedures involving ti.e
filteringo ad transferring of aUtologous faet tissue~. TheVur Hrfdi-di J-poe Tfii~ct 4VT is

con~centratloii of adipose. tissue is desired
• Neurostirgery
• Gastroin le~trinal and Affiliated Organ Surcycrv
• Urological Surgery
o Plastic and Reconstructive Surgery
o General Surgery~
* Orthopedic. Surgery
• Gynecological Surgery
• Thoracic Surtery
o Laparoscopic Surg'-ery

Prescription Use X AND/OR1 Over iThe-C~ounter- Use____
(Part 21 CFR 801 Subpart D) (2.1 C.FR 807 Subpart C)

(PLEASE 1)0 NOT WRIUTE BELOW THIS LINE-CONTIN UE ON ANOTHER PAGE IF
NEEDED)

Concurrence of C.R:IJ, Office of Device~ Evaluation (ODE)

Division of Surgical, Orthopedic,
and Restorative Devices

5 10(k) Number ILo /1l


